CENTER FOR DRUG EVALUATION AND
RESEARCH

APPLICATION NUMBER:
86954

APPROVAL LETTER
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ledarle Laboratories
Attention: Andrew G. Andersm
ixarth Middletown Road

Pearl River, iy 10965

Gentlemen:

mfmummmw“mwm&ed
pursuant to Sectian 505(b) of the Federal Food, Drug, and Coametic
Act for Probmnecid with Colchicine Tablets, 500 mg/0.5 mg.

Reference is also nade to your comamication dated Aungust 17, 1979
amending the application.

ﬁnamucaﬁmmideaﬁmmborqndcageﬂndnx;pmdmtrmeivedﬁm‘
Danbury Pharmaceuticals, vanbury, CY. )

;hhmc@htedunrwiaofthuaurwhtedrudx\gamlimﬁm
and have concluded that the drug is safe and effective for use as
reu:mﬁedintbesxtnnttedlabelixg Poamdixgly,thaappumtim
is approved.
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new drug application requires an approved supplemental application
before the change may be made, except for changes made in confogmance
withotberproviximaafSectimnt.aof:tberadrugmgulaﬂm.
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status of this drug.
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ft/c31/9-5-79 approved ot Generic Monographs
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Conditions of Approval of a New Drug: Application -
Records and Repoxts Requirement



